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Art Unit: 1644 

1 . Claims 1 1 -22 are pending. 

2. In light of Applicant's amendments to the claims and subsequent new art rejections being 
applied, claim 1 7 is being examined in the current Office Action. 

3. The following new grounds of rejections are necessitated by Applicant's amendment 
filed 1-27-06. 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1 1-22 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This a new matter rejection. 

Applicant has amended the claims by the insertion of measuring irritation in skin by 
applying to skin a topical skin care product comprising anionic surfactant. However in reviewing 
where Applicant state they have support, Example 2, is drawn to measuring SLS's, an anionic 
surfactant, effect on IL-1 -alpha levels not eicosanoid levels. While Applicant does having 
working examples of measuring eicosanoid levels in topical skin care products that have anionic 
surfactants in them in addition to external aggression, there is no written support in the 
specification or claims as originally filed for measuring eicosanoid levels in response to only 
applying a topical skin care product that generically has an anionic surfactant in it. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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7. Claims 1 1-22 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 11 recites the limitation "to an external aggression or combinations thereof in 

♦ 

lines 9-10, where the preamble only recites topical skin care product comprising anionic 
surfactant. There is insufficient antecedent basis for this limitation in the claim. 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

10. Claims 11-15 and 17-21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mueller-Decker et al., (reference AH on the IDS submitted 3-6-02) in view of Perkins et al., 
1997, (reference AG submitted in the IDS received 3-6-02). 

Mueller Decker et al., teaches that assessing skin irritation is necessary to protect humans 
from the hazards of topical exposure of environmental, industrial and consumer chemicals. 
Mueller Decker et al., further discloses an invasive method measuring PGE2 levels in skin blister 
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fluid as in indicator of skin irritation that has had SLS applied to it in aqua bidest, wherein said 
PGE2 levels are measured by GC/MS, wherein said levels are measured against a control and 
wherein IL-1 -alpha levels are also measured and wherein said measuring is performed 24 hours 
after the applying of the topical product. 

The claimed invention differs from the prior art teachings by the recitation of using a 
non-invasive adhesive coated microporous plastic film to collect the skin samples as secretions 
to detect skin irritation. 

However, Perkins et al., specifically teaches the use of Sebutape™, as a non-invasive 
method for assessing human skin irritation by using an adhesive coated microporous plastic film, 
in the detection of IL-1 -alpha by a non-invasive method to assess human skin irritation even in 
the absence of visible clinical irritation. Perkins et al., further teaches that said tape can be easily 
applied in a clinical setter whether on infants, adults or geriatric adults. 

Therefore, one of ordinary skill in the art at the time the invention was made would have 
been motivated to screen for skin irritation by detecting PGE2 and IL-1 alpha, as taught by 
Mueller-Decker et al., but substitute the use of Sebutape™, as taught by Perkins et al., because 
Sebutape™ is able to detect molecular mediators of skin irritation without being invasive and 
being able to detect said compounds prior to visible clinical irritation and because it can be easily 
applied in a clinical setting whether on infants, adults or geriatric adults. 

11. Claims 11, 16 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mueller-Decker et al., in view of Perkins et al., as applied to claim 1 1 above, and further in view 
of Reilly et al, all of record. 

Mueller Decker et al., and Perkins et al., have discussed supra . However, Mueller-Decker 
et al., does teach normalizing PGE2 levels to the level of fat and it also teaches measuring PGE2 
by GC/MS. 

The claimed invention differs from the prior art by the recitation of normalizing PGE2 
levels by protein levels and by measuring PGE2 by EIA. 

However, Reilly et al., specifically teaches normalizing PGE2 levels to the level of 
protein and measuring PGE2 levels by EIA. 



Application/Control Number: 1 0/09 1,813 Page 5 

Art Unit: 1644 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to be motivated substitute one known method of measuring PGE2 by EIA 
rather than GC/MS and normalizing PGE2 with one known method, lipid levels for another 
known method, protein levels. 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

13. The fax number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patrick Nolan whose telephone number is 571-272-0847. 

If attempts to reach the examiner are unsuccessful, the examiner's supervisor, Christina 
Chan, can be reached at 571-272-0841. 
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